§205.4

drug warehouses; independent whole-
sale drug traders; and retail phar-
macies that conduct wholesale dis-
tributions.

(h) Health care entity means any per-
son that provides diagnostic, medical,
surgical, or dental treatment, or chron-
ic or rehabilitative care, but does not
include any retail pharmacy or any
wholesale distributor. A person cannot
simultaneously be a ‘‘health care enti-
ty’’ and a retail pharmacy or wholesale
distributor.

[656 FR 38023, Sept. 14, 1990, as amended at 64
FR 67762, Dec. 3, 1999]

§205.4 Wholesale drug distributor li-
censing requirement.

Every wholesale distributor in a
State who engages in wholesale dis-
tributions of prescription drugs in
interstate commerce must be licensed
by the State licensing authority in ac-
cordance with this part before engag-
ing in wholesale distributions of pre-
scription drugs in interstate com-
merce.

§205.5 Minimum required information
for licensure.

(a) The State licensing authority
shall require the following minimum
information from each wholesale drug
distributor as part of the license de-
scribed in §205.4 and as part of any re-
newal of such license:

(1) The name, full business address,
and telephone number of the licensee;

(2) All trade or business names used
by the licensee;

(3) Addresses, telephone numbers,
and the names of contact persons for
all facilities used by the licensee for
the storage, handling, and distribution
of prescription drugs;

(4) The type of ownership or oper-
ation (i.e., partnership, corporation, or
sole proprietorship); and

(5) The name(s) of the owner and/or
operator of the licensee, including:

(i) If a person, the name of the per-
son;

(ii) If a partnership, the name of each
partner, and the name of the partner-
ship;

(iii) If a corporation, the name and
title of each corporate officer and di-
rector, the corporate names, and the
name of the State of incorporation; and
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(iv) If a sole proprietorship, the full
name of the sole proprietor and the
name of the business entity.

(b) The State licensing authority
may provide for a single license for a
business entity operating more than
one facility within that State, or for a
parent entity with divisions, subsidi-
aries, and/or affiliate companies within
that State when operations are con-
ducted at more than one location and
there exists joint ownership and con-
trol among all the entities.

(c) Changes in any information in
paragraph (a) of this section shall be
submitted to the State licensing au-
thority as required by such authority.

(Approved by the Office of Management and
Budget under control number 0910-0251)

§205.6 Minimum qualifications.

(a) The State licensing authority
shall consider, at a minimum, the fol-
lowing factors in reviewing the quali-
fications of persons who engage in
wholesale distribution of prescription
drugs within the State:

(1) Any convictions of the applicant
under any Federal, State, or local laws
relating to drug samples, wholesale or
retail drug distribution, or distribution
of controlled substances;

(2) Any felony convictions of the ap-
plicant under Federal, State, or local
laws;

(3) The applicant’s past experience in
the manufacture or distribution of pre-
scription drugs, including controlled
substances;

(4) The furnishing by the applicant of
false or fraudulent material in any ap-
plication made in connection with drug
manufacturing or distribution;

(5) Suspension or revocation by Fed-
eral, State, or local government of any
license currently or previously held by
the applicant for the manufacture or
distribution of any drugs, including
controlled substances;

(6) Compliance with licensing re-
quirements under previously granted
licenses, if any;

(7) Compliance with requirements to
maintain and/or make available to the
State licensing authority or to Fed-
eral, State, or local law enforcement
officials those records required under
this section; and



